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Dear Mr. Ltrbin:

We have reviewed your Section 5 10(k) premarket notification of intent to mnarket the device
referenced above and have determined the device is Substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMIA).
You may. therefore, market the device, subject to the g0eneral controls provisions of the Act. The
general controls provisions of the Act include requirements For- annual registration, listing of
devices, good mnacttU ring practice, labeling, and prohibitions against misbranding and
adulteration.

If'your device is classified (see above) into class 11 (Special Controls), it may be Subject to Such
additional controls. l'iistinrg Maj or reglations affCtin g Your -device can be found in Title 2 1,
Code of Federal [Regulations (CFR). Parts 800 to 895. In addition. FDA nay publish further
annIouncements concerningc \'our device in the Federal Re~ister.

Please b~e advised that FDA's issuanIce of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and reg-ulations administered by other Federal agencies. You Must
comlply with all the Act's requiremenrts, ind ud ig. but not limited to: reuistration and listing (2 1
C FR Part 807); labeling (21 C FR Parts 80 1 and 809); mnedical device reporting (reporting- of'
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medical dxi ce-related ad verse events) (21I CF-R 803); and good [flail ifacturing'p pactice
reCCLtu Irenlents as set for11h inl 1the q ti ity systemIs (QS) r-egl1ationl (2 I C FR PartL 820). This letter
xvi llo o t 10 0-o beg in m ia rketing your dCe vice as described inl your Sect ion 5 1 0(k) litemarkLet
notification. T he FPDA Iin clding of'subIs tai tial e CCL~i's enlcei of your device to a legal!I y marketed
predicate device resuilts inl a classificationl for your' deicei anld thtls. perAmits yoCur device to
pIroceed to the nlarkei.

IF )'OtLt Cdesire SpCCific aiceC for you deCvice Oi our l abeling regulIat ion (2 1 CFR P arts 801I and
809), Plecase Contact tile Office of//? kiito DiagnosticL Device Evalu~ationl and (Safety at1 (-301)796-
5450. AlIso, 1)1 ase no0te the reg~ilatioll entitled, "N'!isbrand inrg by reference tO piriarket
nloti fication" (21 CE'R Part, 807.97). For questions regarding thle reporting of adverse events
Ua der thle M DR IegUlIati oll (21 JR~ Patt 803), p lease go to
htp/xvwfauvMd cal Deie/ae/eot(rbe/eab.hmfr tile CDRI-lis Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

YOU 0mI ay obtain other geineral inlformation Onl yoUr responsibilities tider' tile Act Froim tile
Division of'Small Manlufacturers, International and Consumer Assistance at, its toll-fl-ce numttrber
(800) 638-2041 or (30 1) 796-7100 or at its Internet address
itti):H//wvw.ftcla.Laov/cdrll/industlrV/Suliort/inctex.lhtmil.

Sincerely Your-s

Mary S. Pastel, Se.
Director
Division of Radiological Devices
Office of In) Vitro Diagnostic Device

EValuation aind Safety
Center for Devices and Radiological HeIalth

En)closure'



INDICATIONS FOR USE STATEMENT

Following is the proposed intended use for the MRgFUS PA Pelvic Coil:

The MRgFUS Phase Array Pelvic Coil (the MRgFUS PA Coil) is a receive only RF coil,
designed for MR imaging of the pelvis and hips.
The MRgFUS Coil is designed for use with the GE 1.5 T MRI systems manufactured by
GE Medical Systems.
The Pelvic Phase Array Coil can be used in conjunction with the InSightec Focused
UltraSound (MRgFUS) treatment.

Prescription Use ___J__ AND/OR Over-The-Counter Use______
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

Office of in Vitro D)iagnostic Qemce Evaluation and Safety


